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□ This r^ort is also accompanied by ANNEXES, Le., sheets of die description, claims and/or drawings 

^^^^^^ and/or sheets containing rectifications made 

before tins AufliotKy (see Rule 70.16 and Section 607 of die Administrative Instructions under die PCT). 

These annexes consist of a total of — sheets. 
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I Basis of die report 
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IV □ Lack of unity of invei 
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Intemadozifd application No. 
PCTAJS03/00099 



I. Basis of the report 

1 . Witli regard to the elements of the iDtematiQnal application:* 
the intemational application as originally filed, 
the desciq)tion: 

pages 1-62 as originally filed 

pages NONE , filed with the demand 

pages NONE , filed with tbe letter of 

^ die claims: 

pages 63-73 ^ as originally filed 

pages NONE , as amended (togedier wifli ai^ statement) under Article 19 

pages NONE , filed with the demand 

pages NONE , filed wifli the letter of . 

the drawings: 

pages 1^:3 ^ as originally filed 

pages NONE , filed wifii the demand 

pages NONE , filed wifli fte letter of . 

I I the sequence listing part of the description: 

pages NONE J as originally filed 

pages NONE , filed with the demand 

pages NONE , filed with flie letter of ^ . 

2. With regard to the language, all the elements madced above were available or fiimished to diis Authority in die 
language m which die intemational applicaticm was filed, unless odierwise indicated under diis item. 

These el^nents were availabLeor fiunisfaed to this Authority in the following language whichis: 

I the lanFiiaR e of a translation fi imishptH for die pmjinfiM nf jntftmarinnfli cpftmii (ipijAr Pulf?3.1(b)). 

I the language ofptibhcationofthe international education (under 

I die language of the translation fiimished fiir dia pnrposas nf intPmaH^i prAiif»ir>fl>y AyaTnination(imder Rules 

55.2 and/or 55.3). 

3. With regard to any nucleotide and/or amino acid sequence disclosed in the intftmatinn^i jqptptication, tbe 
intematicmal preliminary examination was carried out on die basis of die sequence listing: 

I contained in the intematiopal app\icatinn in printflfl f arm 

I filed together with die international application in cowpiji&i readable form. 

_ fiimished subsequendy to diis Authority in written fimn. 

fiimished subsequently to this Authority in computer readable form. 

I The statement that die subsequendy fiimished written sequence listing does not go beyond the disclosure in the 

international application as filed has been fiimished. 

The statement that the information recorded in cornput^ readable form is identical to the written sequaice listing 
has been furnished 

The amendments have resulted in die cancellation of: 

the description, pages NONE 
the daims, Nos. NONE 
the drawings, sheets/fig NONE 

This tepoit has been established as if (some of) the amendments had not been made, since they have been conadered to go 

beyond the disclosure as filed, as indicated in the Supplemental Box (Rule 70.2(c)).** 
* Replacement slieets which fujve been fiimished to the receiving Office in response to an invitation under Article 14 are referred to in 
Ihisreportas "ori^nally filed" and are not annexed to tlus report since they do not contain amendments Qtules 70,16 and 70,17), 
** Any replacement sheet containing such atmndments must be referred to under item 1 and annexed to tliis report. 
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Btt. Non -establishment of opinion with regard to novelty, inventive step and industrial ^plicabiiily 

1 . The question whether the claimed invention appears to be novel, to involve an inventive step (to be non-obvious), 
to be industrially applicable have not been and will not be examined in respect of: 

the entire international s^lication, 
claims Nos. 20 



or 




because: 



□ 



□ 



the said international {plication, or the said daim Nos. _ 
not require international preliminary examination (specify): 



relate to the following sutgect matt^ whididoes 



die desoiption, claims or drawmgs indicate particular elements below) or said claims Nos. 
that no meaningM opinion could be formed (specify) : 



are so uncleai 



I I (he claims, or said claims Nos. 
opinion could be formed. 



are so inadequately si9)ported by the description that no meaningful 



lEl no international search report has been established for said claims Nos. 20 



2. A meaningful international preliminary examination cannot be carried out due to the failure of the nudeotide and/or amino acid 
sequence listing to comply with the standard provided for in Annex C of the Adnunistrative Instmctions: 



the written fomi has not been fumished or does not comply with the standard. 

the computer readable form has not been fumished or does not comply with the standard. 
Form PCT/IPEA/409 (Box IH) (July 1998) 
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V. Reasoned statement under Rule 66.2(a)(u) with regard to novelty^ inventive step or induslrial applicability; 



citations and explanations supporting sucli statement 
1. STATEMENT 

Novelty (N) Claims M9 and 21-50 YES 

Claims NONE ^NO 

Inventive Step (IS) Claims NONE ^YBS 

Claims 1-21 and 21-50 ^NO 

Industrial Aiiplicability (lA) Claims 1-21 and 21-50 _YES 

Claims NONE NO 



2, CITATIONS AND EXPLANATIONS 
Please See Contuiuation Sheet 
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V* 2* Citations and Explanations: 

Claims 1-19 and 21-50 lac^ aninv^ve step under PCT Article 33(3) as being obvious over Breitenbach et al (Breitenbach) in view 
of Janeetal (Jane) andKioselcetal (Kiczeli^. 

Breitenbch teaches solid foamed active material con5)osition comprising polymers and active agents, prepared by a process of 
melt extrusion and foamed. The Breitenbach teaches that employing theonoplastic polymers in the cQn5)osition reduces the storage 
stability of the drug, v^cli is overcome by the foamed active ingredient. Breitenbach teaches en^loying various drug, polymers, 
starches, plasdcizers, bulking agents (such as xjlitol) etc (col. 1-3). Breitenbach teaches melt extrusion process in preparing the 
dosage forms and suggests heating, applying pressure before melt extrusion, injecting an inert gas and reducing the pressure and 
coding so as to fonn the foamed dosage fonn. Breitenbach does not teach cellular or micro cellular foamed dosage form. 

Jane teaches soy-protein based thermosetting polymers composidon prepared by mixing soy protein, foaming agent, 
plasticizmg agent aqueous medium in low amounts (lines bridging columns 1 and 2). The conqjosition is mixed and molded into an 
article by conqiression molding or extruded at 80 to 100 degrees C to produce pellets. Jane teaches foaming agents (cd. 3, lines 6- 
33) and plasticizers, vMch include the claimed polyols such as mannitol, maltritol etc (col. 3, lines 51-56), additives, fillers and other 
extender polymers (col. 4) . Jane also suggests mdding the cQn:q)osition to provide hi^ proportion of closed cells and thus low level 
of thermoconductivity. Rirflier, Jane teaches the ceEs have diameter of 10-200 microns and thus read on the micro cellular material 
of the iostant claims. Jane teaches the coo^osition for packaging drugs but not for 
oral administration. 

Kiczek teaches a process of extrudmg thermoplastic pdymer materials at low-pressure inert gases as foaming agents (hat 
include the same sequence or steps as claimed. Accordingly, preparing closed cellular or micro cellular foamed materials (as 
suggested by J ane) using the method or process of Kiczek in preparing the oral dosage forms of Breitenbach would not involve 
invendve step because Kiczek teaches en^loyixig noarhazardous, ine;^^ive foaming agents in the process of preparing foaming 
agents and Jane suggests that the foamed 

Materials having cell diameter of 10-200 miiawns in^art low thermal conductivity, and high degree of thermo insuladcn and thus 
provide shelf stabiliQr, desired by Breitenbach* 

Claims 1-19 and 21-50 meet the criteria set out in PCT Article 33(2) because employing mdded micro cellular non-thramosetting 
polymeric materials for preparing oral dosage compositiDns is novel. The prior art molded micro cellular non-Qiermosetting 
polymeric materials for forming the packaging materials for food and drugs but not oral dosage fonns. 

Claims 1-19 and 21-50 meet the criteria set out in PCT Article 33(4), and thus have industrial ^plicability because the subject matter 
claimed can be made or used in industry. 
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Supplemental Box 

(To be used v^jsa the q>ace in any of the preceding boxes is cot sufficient) 



NEW CITATIONS 

7 US 5 ,710, 190 A (JANE et al.) 20 January 1998. See entire document 

1^ US 6,150.424 A (BREITENBACHetal.) 21 Noveanber 2000. See entire document. 
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